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(2) For an administration of a thera-
peutic dosage of unsealed byproduct 
material other than sodium iodide I- 
131: the radioactive drug, dosage, and 
route of administration; 

(3) For gamma stereotactic 
radiosurgery: the total dose, treatment 
site, and values for the target coordi-
nate settings per treatment for each 
anatomically distinct treatment site; 

(4) For teletherapy: the total dose, 
dose per fraction, number of fractions, 
and treatment site; 

(5) For high dose-rate remote 
afterloading brachytherapy: the radio-
nuclide, treatment site, dose per frac-
tion, number of fractions, and total 
dose; or 

(6) For all other brachytherapy, in-
cluding low, medium, and pulsed dose 
rate remote afterloaders: 

(i) Before implantation: treatment 
site, the radionuclide, and dose; and 

(ii) After implantation but before 
completion of the procedure: the radio-
nuclide, treatment site, number of 
sources, and total source strength and 
exposure time (or the total dose). 

(c) A written revision to an existing 
written directive may be made if the 
revision is dated and signed by an au-
thorized user before the administration 
of the dosage of unsealed byproduct 
material, the brachytherapy dose, the 
gamma stereotactic radiosurgery dose, 
the teletherapy dose, or the next frac-
tional dose. 

(1) If, because of the patient’s condi-
tion, a delay in order to provide a writ-
ten revision to an existing written di-
rective would jeopardize the patient’s 
health, an oral revision to an existing 
written directive is acceptable. The 
oral revision must be documented as 
soon as possible in the patient’s record. 
A revised written directive must be 
signed by the authorized user within 48 
hours of the oral revision. 

(d) The licensee shall retain a copy of 
the written directive in accordance 
with § 35.2040. 

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9, 
2002; 68 FR 75389, Dec. 31, 2003] 

§ 35.41 Procedures for administrations 
requiring a written directive. 

(a) For any administration requiring 
a written directive, the licensee shall 
develop, implement, and maintain 

written procedures to provide high con-
fidence that: 

(1) The patient’s or human research 
subject’s identity is verified before 
each administration; and 

(2) Each administration is in accord-
ance with the written directive. 

(b) At a minimum, the procedures re-
quired by paragraph (a) of this section 
must address the following items that 
are applicable to the licensee’s use of 
byproduct material— 

(1) Verifying the identity of the pa-
tient or human research subject; 

(2) Verifying that the administration 
is in accordance with the treatment 
plan, if applicable, and the written di-
rective; 

(3) Checking both manual and com-
puter-generated dose calculations; and 

(4) Verifying that any computer-gen-
erated dose calculations are correctly 
transferred into the consoles of thera-
peutic medical units authorized by 
§ 35.600. 

(c) A licensee shall retain a copy of 
the procedures required under para-
graph (a) in accordance with § 35.2041. 

§ 35.49 Suppliers for sealed sources or 
devices for medical use. 

For medical use, a licensee may only 
use— 

(a) Sealed sources or devices manu-
factured, labeled, packaged, and dis-
tributed in accordance with a license 
issued under 10 CFR Part 30 and 10 CFR 
32.74 of this chapter or equivalent re-
quirements of an Agreement State; 

(b) Sealed sources or devices non-
commercially transferred from a Part 
35 licensee; or 

(c) Teletherapy sources manufac-
tured and distributed in accordance 
with a license issued under 10 CFR Part 
30 or the equivalent requirements of an 
Agreement State. 

§ 35.50 Training for Radiation Safety 
Officer. 

Except as provided in § 35.57, the li-
censee shall require an individual ful-
filling the responsibilities of the Radi-
ation Safety Officer as provided in 
§ 35.24 to be an individual who— 

(a) Is certified by a specialty board 
whose certification process has been 
recognized by the Commission or an 
Agreement State and who meets the 
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